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What is claimed is 



1 . / A method of making a transgenic fusion protein comprising providing a 
transgenic animal which includes a transgene which provides for the expression of the 

5 fusion protein; allowing the transgene to be expressed; and, recovering the fusion projetfn, 
from the milk of the transgenic animal. 

2. The method of claim 1, wherein the fusion protein includes^ 
immunoglobulin-subunit and an enzyme. 

10 

3. The method of claim 1, wherein the fusion prptein includes a first member 
fused to a second member and the first member include^tlie subunit of a targeting molecule 
and the second member encodes a cell toxin. 

15 4. The method of claim 1 , wj>drein the fusion protein includes a subunit of an Ig 

specific for a tumor antigen . 

5. The methodpfclaim 4, wheren thetumor antigen is from the group 
carcinoembryonic antigen (CEA), a transferring receptor, TAG-72, an epidermal growth 

20 factor receptor. 

6. / The method of claim 1, wherein the fusion protein includes an Rnase. 



25 



The method of claim 6, wherein theRNase is RnaseA. 



Thf mfthod of Haim 1 , wh m Hn ft "* fi i^rm prntpin inHnrinr . nnmnfwnn 



9. The method of claim 1, wherein the fusion protein includes carboxypeptidase 
B enzyme. 
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10. The method of claim 1, wherein the fusion protein is made in a mammary 



gland of the transgenic mammal. 

11. The method of claim 1, wherein the fusion protein is secreted intcj/the milk of 
a transgenic mammal at concentrations of at least about 0.5 mg/ml or highej 

12. The method of claim 1, wherein the fusion protein^ secreted into the milk of 
a transgenic mammal at concentrations of at least about 1.0 m^/ml or higher. 

13. The method of claim 1, the immunoglobulin subunit of a fusion protein is a 
humanized antibody. 

14. The method of claim 1, wherein the transgene encoding the transgenic fusion 
protein is a nucleic acid construct whieft includes: 

(a) optionally, an insulatm^equence; 

(b) a mammary epithejml specific promoter; 

(c) a nucleotide seouence which encodes a signal sequence which can direct the 
secretion of the fusion^rotein, e.g. a signal from a milk specific protein; 

(d) optionally, a nucleotide sequence which encodes a sufficient portion of the 
amino terminal/x>ding region of a secreted protein, e.g. a protein secreted into milk, to 
allow secretion, e.g., in the milk of a transgenic mammal, of the fusion protein; 

(e) /one or more nucleotide sequences which encode the fusion protein; and 
($) optionally, a 3' untranslated region from a mammalian gene. 



15. An isolated nucleic acid construct, which include 

(a) optionally, an insulatoi/setaueng^ 

(b) a mammary epithj&li^r^cific promoter; 

(c) ajjuetetJfide sequence wKiClTSncodes a signal sequence which can direct the 
fion of the fusion protein, e.g. a signal sequence from a milk specific protein; 
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(d) optionally, a nucleotide sequence which encodes a sufficient portion of 
amino terminal coding region of a secreted protein, e.g. a protein secreted^ialmnilk, to 
allow secretion, e.g., in the milk of a transgenic mammal, of fusipir^rotein; 

(e) one or more nucleotide sequpnqes which engf>d6a fusion protein as described in 
claim 1 ; and 

(f) optionally, a 3' untranslatejUegJon fr° m a mammalian gene, e.g., a mammary 
epithelial specific gene, (e.g., 

In another aspec; 
composition 
fusion prot 




ilk protein gene), 
invention features, a pharmaceutical or nutraceutical 
an effective amount of fusion protein, e.g., an immunoglobulin-enzyme 
described herein, and a pharmaceutical^ acceptable carrier, 
n a preferred embodiment, the composition includes milk. 



J? 



A transgenic animal which includes a transjej 
described in claim. 



"encodes a fusion protein 



Y6. Thetran 



milk at cor 



ic animal of claim 15, which can secrete the fusion protein into its 
frations of at least about 0.5 mg/mll or higher. 



a; 



